report required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! 


See attached form for 
additional infonnation. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 31-F-0002 

CUSTOMER NUMBER: 442 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Operational Toxicology Branch ,, p. 

Air Force Research Laboratory ^ ^ 

2760 Q St, Area B. AfrI/Hest 
Wright-Patterson Afb, OH 45433 

1 U2G05 


Telephone: (999) -999-9999 



3. REPORTING FACILITY ( List ail loca^ons where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


"AGILITY LOCATIONS ( Sites ) • See Atached Listing 


Animals Covered 
By The Animal 
Welfare Regulations 


b2 high, b7F 


B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used for such 
purposes. 


.oEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use O' 
pain-relieving 
drugs. 


D. Number of animals upon 
which experim^ts. 
teaching, research, 
surgery, <x tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 


E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasr 
such drugs were not used must be attached to this report 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 

5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Sheep 

1 1 . Pigs 

12. Other Farm Animals 



1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquiiizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures, 

3) This faculty is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Aninnal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary int 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate vetennary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


{B)(6) (B)(7)(c) 


DATE SIGNED 


(AUG 91 ) 


{B)(6) (B)(7)(c) 




















Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation, A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1 . Registration Number: 3 1 - F - 0002 

2. Number: 18 rabbits 

3. Species (common name): New Zealand White Rabbits 

4. Explain the procedure producing pain and/or distress. 

The first phase conducted in FY05 tested a proprietary protein by itself to see if it would 
cause any irritation to rabbit eyes either in a single or repeated application. Three drops 
of a concentrated protein solution (0.1 mL) was placed in the right eye of 6 rabbits while 
0. ImL of phosphate buffered saline (ph 6-7) was placed in the left eye. The pH of the 
protein solution was measured and adjusted to match the pH of the phosphate buffered 
saline. The procedure followed consisted of two parts. The first part was a standard 
Acute Eye Irritation study using the U.S. Environmental Protection Agency (USEPA) 
Office of Prevention, Pesticides and Toxic Substances (OPPTS) Health Effects Test 
Guidelines, 870-2400. Three rabbits were used for this part. The second part involved 
repeating the 0. 1 mL eye exposure every twenty fours for two more times (total of 3) to 
simulate the multiple exposures expected during actual use of the protein. 

Although no deleterious effects were expected from the ex perimental pro cedures, 
because of the potential for unknown residual effects b2 High ^Jand capsaicin 

after the animals recovered from anesthesia, animals were placed in category E. The 
investigator has since found that there are not residual effects due to these compounds but 
preliminary data has revealed that in fact that the anesthesia provided may be masking the 
effects of the compounds. 


5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

In vitro techniques, considered for this study and discussed in the animal use protocol are 
still inadequate to test for eye irritation and to examine the efficacy of an antidote to 
alleviate irritant responses. Phase 1 was an actual acute toxicity test for potential 
irritation. In order to determine if the protein had the potential to produce irritation, non- 
anesthetized rabbits needed to be used to ensure that there was no masking, blocking or 
lessening of potential irritation responses. Only 6 rabbits were tested in Phase 1. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 

40 CFR 158.340 X 

Data on primary eye irritation are required by 40 CFR 158.340 to support the registration 
of each manufacturing-use product and end-use product with the USEPA. 


